
MEMORANDUM DEPARTMENT OF HEALTH AND HUMAN SERVICES 
PUBLIC HEALTH SERVICE 

FOOD AND DRUG ADMINISTRATION 
CENTER FOR DRUG EVALUATION AND RESEARCH 
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Date: October 6, 2000 

To: Dockets Management Branch (HFA-305) 

From: Melissa Lamb 
Office of Generic Drugs 

Subject: Office of Generic Drugs and Generic Industry Meeting 

This memorandum forwards overheads of a presentation to the Dockets 
Management Branch for inclusion in Docket 9OS-0308. The following 
is information on the presentation for the Docket records: 

Title of Presentation: 

Presented for: 

Date Presented: 

Presented by: 

Number of Pages: 

Attachment 

Office of Generic Drugs and Generic 
Industry Meeting 

Generic Industry Meeting 

September 20, 2000 

Gary Buehler 
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l Background - “More Work Than Workers” 

l Strength of Overall Process 

l Suggestions for “Fine Tuning” Overall 
Process: 

A. Pre-staging of Chemistry Review 

B. Decrease “Day to Letter Out” 

C. Post Routine ANDA Weaknesses on 
the Web Site 

-.-_---.- 
I I/ ! /! ,Center :for Drug!&& at .&+apq$,, --.- ---. 



Reviewer Level Committee to Support 
Professional Morale 

+ Functioning Education Committee 

+ Plant Orientation Visits 
- Abbott Labs 
- Mylan Pharmaceuticals 
- Teva Pharmaceuticals 

+ “Brown Bag” Lunches 

+ Video Conferencing 



l Hardware Upgrades for Staff 

l Software to Support Review 

l Maintenance Support on Inactive 
Ingredients Database 

l Electronic Document Check-In 

l Consulting Services for Elec. Subm. 



a 

l Electronic Document Room for ANDAs 

l Video Conferencing in MPN2 

l COMIS Analyst/Programmer Support 

Services 
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Date: October 21, 2000 

To: Dockets Management Branch (HFA-305) 

From: Melissa Lamb 
Office of Generic Drugs 

Subject: Current Regulatory and Legislative Issues for API 
Manufactures 

This memorandum forwards overheads of a presentation to the Dockets 
Management Branch for inclusion in Docket 905-0308. The following 
is information on the presentation for the Docket records: 

Title of Presentation: Office of Generic Drugs: Life After New 
Leadership 

Presented for: RAPS 2000 Annual Conference SC Exhibition 

Date Presented: October 2, 2000 

Presented by: Gary Buehler 

Number of Pages: 
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RAPS 2000 Annual Conference 
& Exhibition 

October 2,200O 
Washington, DC 

Gary Buehler, Acting Director 

(i 

iI i !I ; i,i 1 / :; ; ,/;I 1; 
Office of Generic Drugs Cent r for D&g ET%& 
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l Productivity 

0 Issues 

l Look to the Future 
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l 1996 Version Outdated and Inadequate 

l Data in 1996 IIG are Not Compatible with 
Post- 1996 Data 

l Personnel & Money are being Allocated 

l > 6000 Applications must be reviewed 

* Completion - Summer 2001 (??) 

l Should Result in an Accurate, User-Friendly I 
and Updateable Document I :j j :I! 

Cent& ifoc Ii 
-- ~- 



Proposing to Drop the 

30-Day Waiting Period 

for 

Methods Validation 



- - 0 

- 0 

_ 0 

- - - -- Lr 

- C
 

- - G
 

- 

- - 0 - 0 

- - e 

- - C
 

- C
 

- c1 

- - C
 

- . 

j 

- C
L 

- - - C
 

- - Fr 

- - P
 

- - - t 

- c 9 
- 

- - - - - - - - - - - c 

- 

- - - C
 

- - - - - - - I 

- - 

- - 0 

- 0 

- 0 

- - - -- C
 

- cr 

-_ c 

- G
 

- 

I c 
-- 

- - - - - C
 

- G
 

- - - - - t 

- - 

- - C
 

- Li 

- C
 

- C
 

- c 

- t 

- c 

- - 

- - - 0 

- - - - - - - - L 

- - 

- - - - C
 

G
 

- - - - - t 

- - 1 - - - - - - C
 

- k 

- - ra 

- E
 

- - 0 - 0 - 0 - - - C
 

- C
L 

- C
 

- C
 

- C
 

- : t 
- 

1 !A 
- 0 

0 

- 

C
 

__ 0 
0 0 

- - 
- ~ 

C
 

C
 

0 

ra 
e 

e 

C
 

- 

C
 

C
 

C
 

C
 

1 f I i c I 
-A

 
! I 



. 

‘t 



, 


